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| NTRODUCTI ON

M. Chairman, thank you for the opportunity to testify on
reaut hori zation of the Prescription Drug User Fee Act of
1992 (PDUFA) and other issues relating to the Food and Drug

Adm ni stration's (FDA) regul ation of drugs and bi ol ogi cs.

FDA's primary mssion for 90 years has been to pronote and
protect the public health. That remains our core mssion. Each
year FDA' s responsibilities involve nore than $1 trillion worth
of products, many of which are vital for human health and
sustenance. Qur diverse activities include, but are not limted
to, review ng, approving, and nonitoring the manufacture and use
of prescription drugs, generic drugs, aninml drugs, vaccines,

bi ol ogi cs, nedi cal devices, food additives and col or additives;
i censi ng bl ood banks; nonitoring clinical investigations;

i nspecting food manufacturers; nonitoring inported products;
accredi ting manmography facilities; and assuring the safety of

cosneti cs.

| know you share our view that all Americans expect and deserve
the assurance that the nedicines they take or the nedical devices
they use are safe and really work and that the foods they eat are

safe, whol esone, and properly | abeled. The assurance that FDA is



vigilant and active, every day, is so fundanental to our
expectations of public health protection that it is al nost taken
for granted. Because of the protections in the food and drug

| aws, and the Agency’'s inplenentation of those | aws, Anmericans do
not worry about the safety or effectiveness of literally

t housands of products they use every day, from breakfast cereal

to pain relievers, fromcontact | enses to vacci nes.

For nore than nine decades, we have been protecting consuners
agai nst an ever-grow ng nunber of public health risks. At the
sanme tinme, we have been providing the framework through which
citizens have the opportunity to benefit fromnew, and often
better, products. |In doing so, we face many chall enges: keeping
pace with unprecedented nedi cal and scientific breakthroughs; an
ever - expandi ng wor kl oad; evol vi ng expectati ons regardi ng consuner
access to neaningful health information; and the gl obalization of
manuf acturing, trade, and consunption. An inportant neasure of
our val ue as an Agency, and of our success at fulfilling our

m ssion to pronote and protect the public health, has been our
ability to neet these challenges. Utilizing this neasure, |

bel i eve we have done very well.

At the sane tinme, we have becone keenly aware of how inportant it

is to be innovative and self-critical. W recognize that the



i ndustries we regul ate have inportant contributions to nmake to
public health and operate in a dynam c and demandi ng mar ket pl ace.
We recogni ze that consunmers are concerned with the tineliness as
wel | as the thoroughness of Agency actions. Menbers of this
Subconm ttee and others in Congress critically reviewed the
Agency's performance, and we appreciate the | eadership of this
Subconm ttee on these issues. Qur internal assessnents al so
reveal ed the need for changes, and the Adm nistration's

Rei nventing Governnent initiative required that we address

out dated or unnecessarily burdensone regul atory practices. W
want you to know that we heard the nessages, and we set about
addressing the problens. There is nmuch work still to be done.

Pl ease know t hat the Agency, the Departnent of Health and Human
Services, and the Adm nistration are commtted to working with
Congress on bipartisan legislation that will help us do our job

of pronoting and protecting public health as well as we can.

| want to thank the Subcomm ttee for the opportunity to present
an update on the substantial progress FDA has nade over the past
several years in inproving its performance in the area of drugs
and biologics and to share with you sone of the problens we are
wor ki ng on and sone others we need your help to address. |If we
are to focus our energies, as we must, on continuing to inprove

our efficiency and effectiveness, it is inperative that we



understand what currently is working well and what probl ens nust

be addressed.

| will describe sone of the things we have done and the i npact
these efforts have had on our ability to function nore
efficiently and effectively. | will focus on three areas: drug
review tines; regulatory streamnlining;, and managenent reforns. |
w Il then address the key problem areas the Agency is now

confronting.

1. 1 MPROVI NG DRUG REVI EW TI MES

No area of FDA's responsibility has been nore closely scrutinized
by Congress, industry, health professionals, and the public than
t he approval process for new drugs, or nore specifically, the
speed with which new therapies of proven effectiveness and safety
are made avail able to those who need them For years there has
been public discussion of the so-called "drug |lag," the concern

t hat new t herapi es were consistently being approved in Europe
nore quickly than in the United States. Today we are approving
drugs in time periods that are as fast or faster than any country
in the world with a conparabl e system of scientific rigor and

public health commtnent. W are doing it while maintaining the



traditionally high standards for safety and efficacy that nmake

FDA approval the standard for the world.

Let me begin by citing our nost inportant results |ast year under
PDUFA. As you know, PDUFA provi des additional resources |inked
to our commtnent to neeting demandi ng revi ew goal s w t hout
sacrificing high public health standards. PDUFA was an
experinment designed by Menbers of this Commttee, representatives
of the drug industry, and FDA in 1992. This inportant five-year

authorization will expire in October.

Under PDUFA we are maki ng deci sions on breakthrough drugs in six
mont hs or |less, and on all other drugs in 12 nonths or |ess. The
Agency consistently has net its annual performance goals. In
fact, we have exceeded themin al nost every goal category. Wen
conbined with our internal managenent initiatives, the additional
resources provided by PDUFA bring inportant products to patients
nmore qui ckly and wi thout sacrificing appropriate nedical review
Last year's record of drug approvals by the Center for Drug

Eval uati on and Research (CDER) and the Center for Biologics

Eval uati on and Research (CBER) illustrates this.

The Agency's obligation is to make decisions on tine. But a

deci sion does not nean the drug is approved and available to



patients. Therefore, it is also relevant to | ook at the nunber
of products approved and the tine to approval. The record here
is extraordinary. As conpared to the Agency's performance prior
to PDUFA, |ast year the Agency approved twice as many drugs in

half the tine.

Al'l drugs approved by FDA are inportant, but none are as

meani ngful in bringing hope to patients as new nol ecul ar
entities (NMEs). These are new nedicines that have never been
mar keted before in this country. The nunber of NVES approved
each year is regarded as a real indication of nmeani ngful nedica
progress. Last year, that progress was exceptional: FDA
approved 53 NMEs, the npbst ever and nearly twice as nmany as any

year before.

Let me put last year’s figures into perspective by referring back
to the passage of the Kefauver-Harris anmendnents in 1962. The
average annual total of NMEs in that decade was 13.7. 1In the
1970s, the corresponding figure went up to 17.3. In the 1980s,
the average was 21.7 NMEs, and in the first half of this decade,
the average was 25.6 NMEs. That is |less than one-half of the 53

NME approval s | ast year.



Al so, | ast year's approval tinmes were nmuch faster than in the

past. In the late 1980s, nedian tinmes to NVE approval approached
30 nonths. The nedian tine to approval for the 53 drugs approved
in calendar year 1996 was 14.3 nonths, less than half the tine it

took as recently as the late 1980s. [Chart 1]

The NMEs approved by FDA in 1996 were not limted to one area--
they covered a spectrumfrom cancer, to asthnma, to Al zheinmer’s
Di sease, to nmultiple sclerosis. New cancer drugs approved | ast
year were notable for their effectiveness against a broad
spectrum of cancers: Hycantin is used for the treatnent of
patients with netastatic carcinoma of the ovary; Canptosar for
those with colorectal cancer; Taxotere for wonmen wth advanced
breast cancer; Genzar for patients with cancer of the pancreas;
and Nilutam de for nen with cancer of the prostate. The NMVE
category al so included Accolate, the first of a new class of
drugs for asthma; Aricept, the second treatnent for Al zheiner's
di sease; and Copaxone, a treatnent of relapsing-remtting

mul ti ple sclerosis.

Several of the NVEsS approved | ast year, including two drugs for
cancer and three for H'V, were approved in six nonths or |ess.
Crixivan, a protease inhibitor for the treatnment of HV, was

approved in just 1.4 nonths. Twelve of the NMEs, including three



protease inhibitors, were devel oped--fromthe first commerci al
| nvesti gati onal New Drug subm ssion to marketing approval --in
| ess than six years. The Agency and industry should |ook to the
devel opnent of these products as nodels to be enmulated for future

drug devel opnent .

CBER al so had a productive year. Last year it conpleted 17 mmjor
bi ol ogi cal approvals, as conpared with 12 such approvals the year
before. Last year’s mmjor biological approvals included

Respi Gam the first nedication to protect infants agai nst
respiratory syncytial virus, a potentially fatal disease; Avonex,
the second interferon product for multiple sclerosis; and

Verl uma, a new diagnostic imagi ng agent that can determ ne the
extent of small cell cancer in different parts of the body at one
time. The nedian approval time for the 17 bi ol ogi cal products

was 14.9 nonths, 15 percent faster than in 1995.

Moreover, the total nunber of new drugs and bi ol ogi cal products--
i ncl udi ng NMES, new dosage forns, etc.--approved in the |ast

cal endar year was 139, which is 63 percent nore than the total
the year before. [Charts 2-3] New Drug Applications (NDAs)
accounted for 131 of these products and their nedian tine to
approval was 15.4 nonths, 7 percent faster than the 16.5 nonths

t he year before.



Anot her hi ghlight of 1996 was the approval of 118 efficacy

suppl enents for drugs. This is a 146 percent increase over the
yearly nunber of approved drug efficacy supplenments in 1993, the
first year of PDUFA. Mbst inportantly, the nedian total tine to
approval for these supplenental drug applications decreased 27
percent over the sane period. [Chart 4] For biologics, the
nunmber of efficacy supplenents rose fromfour to eleven (a

36 percent increase). The nedian total time to approval

decreased 63 percent from 34 nonths to 12 nonths.

The Agency al so continued to nake significant progress in
ensuring that over-the-counter drugs are safe and effective. In
fiscal year 1996, 19 new drugs or indications for an existing
drug were approved for over-the-counter (OTC) narketing. These
applications are subject to PDUFA user fees. These approvals

i ncl uded opthalmcs and oral drugs to treat allergy synptons,
cold renmedi es, new drugs to treat heartburn, ketoprofens to treat
adult pain and reduce fever, antifungals to treat vagi nal

i nfections, nicotine gunms and transdermal patches to help
consuners quit snoking, and hair growth treatnents for treating

hereditary pattern bal dness in nen and wonen.

All of this suggests that Anerican patients are getting the

medi cations they need faster and nore efficiently. |ndeed, the



nost recent international data confirmthis. At the end of | ast
year we | ooked at the new centralized drug approval process of

t he European Union--the systemthat is said by sone to be better
than ours. W |ooked at the 15 new drugs that had been approved
both by FDA and the European Union centralized procedure.

Overall, the United States approved them faster than the European
Union. The nedian tinme for FDA review and marketing approval in
the United States, for those 15 common drugs, is 5.8 nonths. The
median time for review by the Commttee for Proprietary Medicina
Products and final EU authorization for a conpany to sell those
15 common drugs in Europe is 12.2 nonths. Sonetinmes drugs are
not submtted at the sane tinme, and it is possible that the
United States could be faster and Anerican patients still be
waiting. But that is not the case for these 15 drugs. In

11 instances, the drugs were first approved in the United States
and, in four instances, the European Union authorization canme

first (by only three days in one instance).

O particular note, according to the January 1997 issue of Scrip

Magazi ne, nore pharmaceutical conpani es chose the United States
in 1996 for the introduction of their NMEs into market than any
other country. There were 16 introduced in the United States (as
conpared to eight in Japan, seven in UK, six in CGermany, and

three in Denmark).
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Consi stent with the recommendati ons of the Vice President’s 1993
Nat i onal Perfornmance Review report, the FY98 budget proposes
$236, 813,000 in reauthorized and new user fees to finance FDA
activities, approximtely $91, 000, 000 of which represent PDUFA
reaut hori zation. Conbined with the $7,459,000 in fees already
aut hori zed for export certification and the certification of
insulin and color additives, the proposed Fiscal Year (FY) 1998
user fee level is $244,272,000. Specifically, the budget
proposes to reauthorize PDUFA and MXBSA and to collect new fees in
each of the major prograns. These fees will be dedicated to FDA
programactivities and will be inplenented in conjunction with

per f ormance neasures and goal s.

The Agency’s record of drug approvals illustrates why
reaut hori zation of PDUFA is a top priority for FDA, industry, and
patient groups. It is essential that this reauthorization happen
qui ckly. PDUFA will expire at the end of this fiscal year

(Sept enber 30, 1997). |If the Agency receives no assurance by
July 1 that PDUFA wi Il be reauthorized, we will have to take
certain steps to begin dismantling the programwhich will require
termnating the positions of a significant nunber of enpl oyees.
Federal law requires us to notify affected enpl oyees by August 1
(5 U S C 83502(d)(1)). The nedical reviewers are well aware of

these tinme constraints and, if PDUFA is not reauthorized in a
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short tinme, many are likely to start exploring job opportunities
outside of the Agency. This will be detrinental to the industry,

t he Agency, and nost inportantly, every Anerican.

I'11. REINVENTI NG AND STREAMLI NI NG THE REGULATI ON OF DRUGS

AND BI OLO4d CS

Not all of our inprovenents have been due to resources added by
PDUFA. The Agency al so has pursued and i npl enented nore than
thirty reinvention initiatives under President Clinton’s and
Vice President Gore’s National Performance Review. These
reinvention initiatives, along wth the significant nunber of
streamining efforts undertaken by the Agency on its own, are

i ndi sput abl e evidence that the Agency has a deep commitnent to
i nprovi ng our regulatory processes. | would like to describe
several of the nore significant initiatives and | have attached
to my testinony an appendi x that sets forth summaries of our

efforts and acconpli shnents.

A_. SCIENCE-BASED REFORM
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1. Supplemental Applications and the New Use

Initiative

The Agency's New Use Initiative, announced in March, focuses on
hel pi ng new drug sponsors establish proof that their products are
effective w thout excessive or redundant studies. The issue of
what constitutes sufficient evidence of effectiveness has been
debated for years by the Agency, the scientific comunity,

i ndustry, and others. Sound evidence of nedical efficacy is a
cruci al conponent of the Agency's risk-benefit assessnent for a
new product or new use of an already-approved product. The need
to adequately describe benefits and side effects represents a
maj or conponent of drug devel opnent tinme and cost. W
understand, as well, that drug sponsors nay be reluctant to
pursue applications for new uses because of concerns that such
efforts are too burdensone and costly. W all recognize that the
conduct of studies in excess of those necessary to denonstrate

ef fecti veness and toxicities is undesirable and wast ef ul .

The et hodol ogi es underlyi ng drug devel opnent and cli nical

eval uati on have evolved significantly. To ensure that drug
devel opnent prograns can be targeted specifically to what is
necessary to properly establish effectiveness and safety, and to

illustrate how the subm ssion of applications for new uses, in

13



particul ar, need not be unduly burdensone, the Agency rel eased
for comment the "Draft Guidance for Industry: Providing dinica
Evi dence of Effectiveness for Human Drug and Bi ol ogi cal Products”
(the Evidence docunent). This docunent, the key elenent of the
Agency’s "New Use Initiative," articulates the Agency's view
concerning the quantitative and qualitative standards for
denonstrating effectiveness of drugs and biologics. In addition
to hel pi ng sponsors target drug devel opnent efforts, this
articulation of policy will assure greater consistency and
predictability to FDA's assessnent of clinical trial data

submtted in support of drug effectiveness.

At the sane tinme the Agency rel eased the Evidence docunent, it

al so rel eased a second draft gui dance docunment for public
comment, "Cuidance for Industry: FDA Approval of New Cancer
Treat nent Uses for Marketed Drug and Bi ol ogi cal Products,”
illustrating the applicability of the principles set forth in the
Evi dence docunent specifically to new uses for drug products to
treat cancers. A significant percentage of drugs used to treat
cancer patients are used "off-label." That is, they are used for
pur poses for which they have not been specifically reviewed. The
hi gh incidence of off-|abel use of anti-cancer and ot her types of

drugs is problematic in several respects. For exanple, we know

14



that many off-1|abel uses are inconpletely studied and that sone

of f-1abel uses are not sufficiently safe and effective.

On the other hand, when such uses are properly studied and

di ssem nated, this informati on should be made avail able widely to
the health care community and the public. The best result for
health care practitioners and patients would be for these uses to
be described in the approved |abeling. In other words, FDA
should review the data to determ ne the nmagni tude of benefits and
toxicities. This best case scenario wll occur, however, only if
the Agency has an effective supplenental application process and
only if industry submts these applications. The requirenents
for what constitutes appropriate evidence of effectiveness nust
be cl ear and reasonabl e, and such applications nust be revi ewed
expeditiously. W believe that this draft gui dance docunent wl |
hel p to make the suppl enmental application process a nore useful
and effective tool for getting additional uses in the |abeling of

drugs and bi ol ogi cs.

2. Regulation of Therapies Derived From Human Cells

and Tissue

Per haps no area of Agency responsibility has been nore

significantly affected by our reinvention initiatives than the

15



regul ation of biologics. |In January, we announced a new

regul atory framework for therapies derived fromhuman cells and
tissues. This framework was devel oped based on scientific
considerations after extensive discussions with industry,

academ cs, and professional groups. It provides a tiered
approach with the level of regulation proportionate to the degree
of risk. Little or no regulation would be inposed on sone
products, with the degree of oversight increasing with the
potential risk, so that extensively processed and novel products
woul d require FDA's approval before they could be marketed. Al
ti ssue processing facilities would be required to register with
FDA and to list their products, and all |abeling and pronotion of
t hese products would have to be clear, accurate, bal anced, and

non- m sl eadi ng.

Thi s proposal has been well received and we expect it will be
i nproved through the further input we expect to receive during

t he coment peri od.

B. PROCESS REFORMS

The foundation on which, in ny view, all of the Agency's efforts
to inprove performance stand is effective managenent of all our

processes. Effective managenent is the vehicle that turns the

16



witten formulation or prom se of reforminto tangible outcones

t hat have neasurabl e inpacts on pronoting and protecting public
health. Process managenent is the tool through which our
commtnent to do better translates into inproved perfornance.
Sone of the managenent inprovenents we have undertaken have
contributed to the inproved product approval tines referenced in
the first section of this testinony. Qur efforts in this regard,
however, have not been limted to the product approval prograns.
Ef fecti ve managenent reforns have been a particularly inportant
focus in all parts of the Agency. | would Iike to describe

several of these initiatives.

1. Team Reviews/Project Management

In late 1993, both CDER and CBER established team based project
managenent prograns designed to inprove the quality and
efficiency of the drug review process. Since that tine, these
prograns have denonstrated their effectiveness and continue to be

refi ned and enhanced.

Team Based Proj ect Managenent is a powerful technique conbining
the use of nultidisciplinary teans | ed by project nanagers and
scientific | eaders who utilize the tools and techni ques of

project and resource tracking. Review disciplines are organized

17



into nultidisciplinary teans early in the review process (wWthin
45 days of the receipt of an NDA) to devel op a review plan and
commt to target interimand mlestone conpletion dates. Teans
nmeet periodically to exchange information, discuss significant
aspects of the applications, review progress toward neeting
target conpl etion dates (PDUFA performance goals), and nmake
resource adjustnents. Consequently, a proactive nanagenent
approach is enployed in achieving the Centers’ review performance

goal s.

Both Centers will be expandi ng use of these prograns to enconpass
the Agency’'s activities in other areas such as the
pre-investigational, investigational, and post marketing phases
of the product devel opnment process. Qur intent is to ensure that
sponsors have a better understandi ng of the Agency’ s expectations

for the review process at each stage of drug devel opnent.

Anot her exanpl e of process inprovenent resulting from and
contributing to, the culture of continuous quality inprovenent is
the formul ation of Good Review Practices (GRPs). CDER and CBER
are inplenmenting the GRP initiative because the organi zations
recogni ze the inportance of training their reviewers. This
initiative is designed to enhance the clinical review practices

of CDER and CBER revi ewers by standardi zi ng revi ew procedures and

18



provi di ng a nechani sm for ongoi ng feedback. The result will be
practices, analogous to the good manufacturing practices (GWSs)
prescribed for industry, that reflect the nost current trends in
drug and biologic review Inplenentation of GRPs will inprove
the consistency, efficiency, and quality of reviews, as well as
pronote the science of regulatory review that is responsive to

evol vi ng technol ogi es.

2. Application Harmonization

The Agency is pursing the harnoni zati on of marketing applications
for drugs and biologics. This wll allow conpanies that

manuf acture drugs submtted for review to CDER and bi ol ogi cs
submtted for reviewto CBER to include the sane type and anount
of information for simlar products. This harnonization effort
began one year ago with the elimnation of the establishnment
license application for biologics. Further efforts are underway

and are a top priority for CDER and CBER

3. Guidance Documents

One of the thenes that runs throughout the Agency's efforts to
inprove its performance is the inportance of involving al

st akehol ders both in defining the problens that exist and in
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devel opi ng appropriate solutions. This nodel of public
participation, reflected in so many of the initiatives |I have
been discussing, is nost clearly delineated in the procedures the
Agency has promul gated for the issuance and use of Agency

gui dance docunents. Concerns about the absence of public input
on gui dance docunents and the inappropriate application of such
gui dance were raised in a Ctizen's Petition filed by the Indiana
Devi ce Manufacturers Council and were the subject of a hearing
chai red by Congressnen Shays and Mcintosh. In response to these
concerns, the Agency undertook a thorough review, across al
Agency conponents, of gui dance docunment procedures. W found

i nconsi stencies and lack of clarity, and we set about to fix
them The result is a new set of procedures, "Good CGui dance
Practices,"” that noww Il be uniformy applied by every Agency
conponent. The purpose of Good CGui dance Practices is to ensure
that: (1) Agency gui dance docunents are devel oped wi th adequate
public participation, (2) guidance docunents are readily

avail able to the public, and (3) guidance docunents are not

applied as binding requirenents.
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4. FDA and the Global Marketplace: International

Harmonization

The reqgul atory framework adm ni stered by FDA to provide public
heal th and safety protection to American consunmers is a node

that many countries strive to enulate. At the same tine, FDA
recogni zes that we operate in an increasingly nore global, nore

i nt erdependent mar ket environnent, and that Anmerican consuners
can realize significant public health and econom c benefits from
efforts by FDA to share information, explore opportunities to

col | aborate on assessnents and product reviews, and harnoni ze
standards with our foreign counterparts. G ow ng demands on
FDA' s resources to assure the safety and efficacy of greater
nunbers of increasingly nore conplex products, produced both here
and abroad, absolutely mandate that FDA seek ways in which we can
share our regul atory workl oad whil e maintaining public health
protection for Anmerican consunmers. Science-driven harnonization
can curtail duplication and thereby significantly reduce the cost
of new drug devel opnent, in terns of the risks to which patients
are exposed, experinentation with animals, regulatory costs to

Government and costs to industry.

In recent years, we have put considerable effort into the work of

the International Conference on Harnonization (I1CH), working
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closely with our regulatory counterparts in Japan and the

Eur opean Union, as well as the three areas’ organizations
representing major research and devel opnent pharnmaceutica
conpanies (e.g., the Pharnaceutical Research and Manufacturer’s
Association (PhRWVA)). The goal of ICHis to harnoni ze across al
three regions the requirenments for data submtted to support
safety, efficacy, and quality determ nations in new drug
applications, and to devel op guidelines for industry based on the
har noni zed requirenents. The past six years of effort have
produced over 40 new harnoni zed gui delines, and another 20 are in

vari ous stages of devel opnent and review.

Additionally, for the past three years we have been involved in
negotiations to give limted recognition to inspections of drug
facilities by European Union authorities. A successful agreenent
has the potential to save resources for both sides; however, FDA
must be satisfied that such an agreenent would not conprom se our

responsibility for protecting American consumers.

V. EFFORTS DI RECTED TOMNRD CONTI NU NG | MPROVEMENT
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Earlier this year we began a di al ogue with industry, patient, and
consuner groups regarding the issues that have been rai sed and
debated over the past several years in the context of FDA

| egislation. W began the process by asking ourselves and others
what problens need to be solved in order to do our job nore
efficiently and effectively. By defining problens first, we hope

to ensure that proposed solutions wll enhance our performance.

During the nonths of January, February, and March, the Agency
participated in a nunber of neetings with groups representing the
drugs and biologics industries, and with patient and consuner
groups to discuss their issues of concern. Qur neetings with

i ndustry were structured so that Agency staff with technical
expertise in relevant areas worked with technical experts from
industry to identify problens and di scuss proposed solutions. It
was useful to have technical experts work together because they
deal with relevant issues on a regular basis and are best

equi pped to understand the problens and to devel op and eval uate
proposed solutions. | would like to spend a few m nutes today

di scussing the substantial progress nmade during those neetings.

The first point I wll make about those neetings is that we
di scovered strong agreenent that the high standards we apply in

our work nmust be maintained and that our limted resources shoul d
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be devoted to activities of sufficient public health inportance
to justify expenditures of both public and private resources. In
ot her words, there nust be tangi ble public health benefit from

what we do and what we require.

There is also agreenent that there nay be ways to inprove and
stream i ne what we do as an Agency. The drugs and bi ol ogi cs

i ndustry groups identified a nunber of areas that they believe
shoul d be changed. For exanple, they believe that FDA requires

t he subm ssi on of unnecessary paper copies wth drug applications
and that this results in the subm ssion of nuch unnecessary data.
FDA agrees that it often receives unnecessary data and that the
drug application should be exam ned to determ ne whether certain
parts can be elimnated. The technical experts working on this

i ssue have begun to eval uate whether summaries of certain types
of trials can be submtted and whether any parts of the drug

application can be elim nated.

The drugs and biologics industries also focused on issues
relating to when a manufacturer has to get Agency approval of
manuf act uri ng changes, dispute resolution, the use of advisory
commttees, a mission statenent, and the Agency’s devel opnent and
use of guidance docunents. The industry and the Agency were able

to agree on the problens to be addressed in each of these areas
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and, in nost instances, were able to agree on a framework for a
solution. There are still issues to be resolved, but we believe
that we have made substantial progress. The industry and FDA

al so began to discuss issues relating to information

di ssem nati on, pharnacoeconom cs, and pediatric |abeling. These

di scussions are still in the early stages.

A top priority for the patient and consunmer groups i s "sunshine."
They argue that patients need access to nore information about

i nvestigational drugs, clinical trials, and new drug
applications. FDA also wuld like to be able to nake nore

i nformati on about drugs under devel opnent and review available to

patients.

Sone of the proposed sol utions being discussed by FDA, industry,
and patient and consumer groups are admnistrative and others are
| egi sl ative. The Agency believes that it is inportant to

di stingui sh between when a statutory change is needed to effect a
change, when a statutory change is nerely desirable to ensure a
change, and when an adm nistrative change is the best option
because the anobunt of detail involved is inappropriate to include

in the statute.
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During our discussions with the industry, patient, and consuner
groups, the Agency identified a nunber of new issues that we
believe also are inportant to nore efficient and effective
performance. | wll spend a few m nutes touching on a few of

t hese issues. Sone of the issues we raised relate to harnonizing
the statutory provisions that apply to the different types of
FDA-regul ated products--particularly where there is no reason for
the difference other than the fact that the provisions were
passed at different tines. For exanple, when the device | aw was
passed, Congress saw fit to provide for civil noney penalties and
recall authority. The drug |aw, which was passed years earlier,
did not include these tools. There is no reason not to have the
sane effective tools for devices and drugs. Just |ast year,
Congress passed pesticide legislation that included a provision

for civil noney penalties.

O her issues raised by the Agency respond to the changing

mar ket pl ace. For exanple, we want to discuss extendi ng our
explicit records inspection authority for OIC drugs. Under
current |law, FDA can inspect a facility that manufactures OIC
drugs, but it lacks the explicit authority to inspect certain
records of OIC drug facilities. This conprom ses the Agency’s
ability to detect problens that occur during the manufacturing of

OTC drugs. The Agency can be certain of detecting those probl ens
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only if it inspects the facility often enough to see them
happeni ng. The nunber and conplexity of OTC products have
i ncreased trenendously over the past few years and we believe
t hat consuners shoul d have the sanme assurances of OIC drug

quality that they have for prescription drug quality.

Finally, we would like to explore a nunber of neasures that we
believe will have w de support. These include the elimnation of
sone very specific prescription drug |abeling requirenents,
elimnation of the prohibition on describing products as having
FDA "approval ," and creation of a risk-based tinme-frame for

i nspections. Under current law, FDA is required to inspect firns
every two years. W are proposing to change this so that | ow

ri sk products or firnms would be inspected | ess often than high

ri sk products or firns.

M. Chairman, | believe that the results of the discussions

bet ween FDA, industry, consuner, and patient groups wll prove
hel pful to this Subcommttee as you nove forward on issues
relating to FDA legislation. W |look forward to working with you

on these very inportant issues.
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V.  CONCLUSI ON

Two years ago President Cinton explained the guiding philosophy
in our exam nation of how we are performng: "protect people,
not bureaucracy; pronote results, not rules; get action, not
rhetoric.”™ That is what we have been trying to do. W are
wor ki ng hard to make FDA nore efficient and to maintain the high

quality of work.

The two pillars of FDA's success, and the reasons we have the
confidence of the Anmerican public, are our independent public
health comm tment and scientific expertise. |In the end, it is
FDA' s i ndependence that gives the Anerican people confidence in
the Agency’s decisions. They know t hat when FDA approves a drug,
that approval is nade free of commercial interests. VWile we
recogni ze that it is inportant to work with industry and
consuners to bring the best expertise to bear on problens, we
must not overl ook the inportance of making regul atory deci sions

in an environnent wi thout bias or vested interest.

The second pillar--scientific expertise--is equally inportant.

Sone of the |l eading experts in the relevant scientific

di sciplines work for FDA. This is one of the reasons that drugs

28



approved in this country are an imedi ate i nternational success.

We | ook forward to working with you to ensure that FDA neets our

expandi ng and chal l enging mssion in the nost efficient and

effective manner possible.
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